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SUBCHAPTER B—OIG AUTHORITIES

PART 1001—PROGRAM INTEG-
RITY—MEDICARE AND STATE 
HEALTH CARE PROGRAMS

Subpart A—General Provisions

Sec.
1001.1 Scope and purpose. 
1001.2 Definitions.

Subpart B—Mandatory Exclusions

1001.101 Basis for liability. 
1001.102 Length of exclusion.

Subpart C—Permissive Exclusions

1001.201 Conviction relating to program or 
health care fraud. 

1001.301 Conviction relating to obstruction 
of an investigation. 

1001.401 Conviction relating to controlled 
substances. 

1001.501 License revocation or suspension. 
1001.601 Exclusion or suspension under a 

Federal or State health care program. 
1001.701 Excessive claims or furnishing of 

unnecessary or substandard items and 
services. 

1001.801 Failure of HMOs and CMPs to fur-
nish medically necessary items and serv-
ices. 

1001.901 False or improper claims. 
1001.951 Fraud and kickbacks and other pro-

hibited activities. 
1001.952 Exceptions. 
1001.1001 Exclusion of entities owned or con-

trolled by a sanctioned person. 
1001.1051 Exclusion of individuals with own-

ership or control interest in sanctioned 
entities. 

1001.1101 Failure to disclose certain infor-
mation. 

1001.1201 Failure to provide payment infor-
mation. 

1001.1301 Failure to grant immediate access. 
1001.1401 Violations of PPS corrective ac-

tion. 
1001.1501 Default of health education loan or 

scholarship obligations. 
1001.1601 Violations of the limitations on 

physician charges. 
1001.1701 Billing for services of assistant at 

surgery during cataract operations.

APPENDIX A TO SUBPART C OF PART 1001

Subpart D—Waivers and Effect of Exclusion

1001.1801 Waivers of exclusions. 
1001.1901 Scope and effect of exclusion.

Subpart E—Notice and Appeals

1001.2001 Notice of intent to exclude. 
1001.2002 Notice of exclusion. 
1001.2003 Notice of proposal to exclude. 
1001.2004 Notice to State agencies. 
1001.2005 Notice to State licensing agencies. 
1001.2006 Notice to others regarding exclu-

sion. 
1001.2007 Appeal of exclusions.

Subpart F—Reinstatement into the 
Programs

1001.3001 Timing and method of request for 
reinstatement. 

1001.3002 Basis for reinstatement. 
1001.3003 Approval of request for reinstate-

ment. 
1001.3004 Denial of request for reinstate-

ment. 
1001.3005 Reversed or vacated decisions.

AUTHORITY: 42 U.S.C. 1302, 1320a–7, 1320a–7b, 
1395u(j), 1395u(k), 1395y(d), 1395y(e), 
1395cc(b)(2) (D), (E) and (F), and 1395hh; and 
sec. 2455, Pub.L. 103–355, 108 Stat. 3327 (31 
U.S.C. 6101 note).

SOURCE: 57 FR 3330, Jan. 29, 1992, unless 
otherwise noted.

Subpart A—General Provisions

§ 1001.1 Scope and purpose. 

(a) The regulations in this part speci-
fy certain bases upon which individuals 
and entities may, or in some cases 
must, be excluded from participation 
in Medicare, Medicaid and all other 
Federal health care programs. They 
also state the effect of exclusion, the 
factors that will be considered in deter-
mining the length of any exclusion, the 
provisions governing notices of exclu-
sions, and the process by which an ex-
cluded individual or entity may seek 
reinstatement into the programs. 

(b) The regulations in this part are 
applicable to and binding on the Office 
of Inspector General (OIG) in imposing 
and proposing exclusions, as well as to 
Administrative Law Judges (ALJs), the 
Departmental Appeals Board (DAB), 
and federal courts in reviewing the im-
position of exclusions by the OIG (and, 
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where applicable, in imposing exclu-
sions proposed by the OIG). 

[57 FR 3330, Jan. 29, 1992, as amended at 58 
FR 5618, Jan. 22, 1993; 64 FR 39426, July 22, 
1999]

§ 1001.2 Definitions. 
Controlled substance means a drug or 

other substance, or immediate pre-
cursor: 

(a) Included in schedules I, II, III, IV 
or V of part B of subchapter I in 21 
U.S.C. chapter 13, or 

(b) That is deemed a controlled sub-
stance by the law of any State. 

Convicted means that— 
(a) A judgment of conviction has 

been entered against an individual or 
entity by a Federal, State or local 
court, regardless of whether: 

(1) There is a post-trial motion or an 
appeal pending, or 

(2) The judgment of conviction or 
other record relating to the criminal 
conduct has been expunged or other-
wise removed; 

(b) A Federal, State or local court 
has made a finding of guilt against an 
individual or entity; 

(c) A Federal, State or local court 
has accepted a plea of guilty or nolo 
contendere by an individual or entity; 
or 

(d) An individual or entity has en-
tered into participation in a first of-
fender, deferred adjudication or other 
program or arrangement where judg-
ment of conviction has been withheld. 

Exclusion means that items and serv-
ices furnished, ordered or prescribed by 
a specified individual or entity will not 
be reimbursed under Medicare, Med-
icaid and all other Federal health care 
programs until the individual or entity 
is reinstated by the OIG. 

Federal health care program means 
any plan or program providing health 
care benefits, whether directly through 
insurance or otherwise, that is funded 
directly, in whole or part, by the 
United States Government (other than 
the Federal Employees Health Benefits 
Program), or any State health care 
program as defined in this section. 

HHS means Department of Health 
and Human Services. 

Incarceration means imprisonment or 
any type of confinement with or with-
out supervised release, including, but 

not limited to, community confine-
ment, house arrest and home deten-
tion. 

OIG means Office of Inspector Gen-
eral of the Department of Health and 
Human Services. 

Patient means any individual who is 
receiving health care items or services, 
including any item or service provided 
to meet his or her physical, mental or 
emotional needs or well-being (includ-
ing a resident receiving care in a facil-
ity as described in part 483 of this chap-
ter), whether or not reimbursed under 
Medicare, Medicaid and any other Fed-
eral health care program and regard-
less of the location in which such item 
or service is provided. 

QIO means Utilization and Quality 
Control Quality Improvement Organi-
zation as created by the Tax Equity 
and Fiscal Responsibility Act of 1982 
(42 U.S.C. 1320c–3). 

Professionally recognized standards of 
health care are Statewide or national 
standards of care, whether in writing 
or not, that professional peers of the 
individual or entity whose provision of 
care is an issue, recognize as applying 
to those peers practicing or providing 
care within a State. When the Depart-
ment has declared a treatment modal-
ity not to be safe and effective, practi-
tioners who employ such a treatment 
modality will be deemed not to meet 
professionally recognized standards of 
health care. This definition will not be 
construed to mean that all other treat-
ments meet professionally recognized 
standards. 

Sole community physician means a 
physician who is the only physician 
who provides primary care services to 
Federal or State health care program 
beneficiaries within a defined service 
area. 

Sole source of essential specialized serv-
ices in the community means that an in-
dividual or entity— 

(1) Is the only practitioner, supplier 
or provider furnishing specialized serv-
ices in an area designated by the 
Health Resources Services Administra-
tion as a health professional shortage 
area for that medical specialty, as list-
ed in 42 part 5, appendices B–F; 

(2) Is a sole community hospital, as 
defined in § 412.92 of this title; or 
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